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including extremes in temperature, hu-
midity, smoke, fumes, pressure, age, or 
radiation due to natural disasters, 
fires, accidents, or equipment failures 
shall not be salvaged and returned to 
the marketplace. Whenever there is a 
question whether drug products have 
been subjected to such conditions, sal-
vaging operations may be conducted 
only if there is (a) evidence from lab-
oratory tests and assays (including ani-
mal feeding studies where applicable) 
that the drug products meet all appli-
cable standards of identity, strength, 
quality, and purity and (b) evidence 
from inspection of the premises that 
the drug products and their associated 
packaging were not subjected to im-
proper storage conditions as a result of 
the disaster or accident. Organoleptic 
examinations shall be acceptable only 
as supplemental evidence that the drug 
products meet appropriate standards of 
identity, strength, quality, and purity. 
Records including name, lot number, 
and disposition shall be maintained for 
drug products subject to this section. 

PART 216—PHARMACY 
COMPOUNDING 

Subpart A—General Provisions [Reserved] 

Subpart B—Compounded Drug Products 

Sec. 
216.23 [Reserved] 
216.24 Drug products withdrawn or removed 

from the market for reasons of safety or 
effectiveness. 

AUTHORITY: 21 U.S.C. 351, 352, 353a, 355, and 
371. 

SOURCE: 64 FR 10944, Mar. 8, 1999, unless 
otherwise noted. 

Subpart A—General Provisions 
[Reserved] 

Subpart B—Compounded Drug 
Products 

§ 216.23 [Reserved] 

§ 216.24 Drug products withdrawn or 
removed from the market for rea-
sons of safety or effectiveness. 

The following drug products were 
withdrawn or removed from the mar-
ket because such drug products or com-

ponents of such drug products were 
found to be unsafe or not effective. The 
following drug products may not be 
compounded under the exemptions pro-
vided by section 503A(a) of the Federal 
Food, Drug, and Cosmetic Act: 

Adenosine phosphate: All drug products con-
taining adenosine phosphate. 

Adrenal cortex: All drug products containing 
adrenal cortex. 

Azaribine: All drug products containing 
azaribine. 

Benoxaprofen: All drug products containing 
benoxaprofen. 

Bithionol: All drug products containing 
bithionol. 

Bromfenac sodium: All drug products con-
taining bromfenac sodium. 

Butamben: All parenteral drug products con-
taining butamben. 

Camphorated oil: All drug products con-
taining camphorated oil. 

Carbetapentane citrate: All oral gel drug prod-
ucts containing carbetapentane citrate. 

Casein, iodinated: All drug products con-
taining iodinated casein. 

Chlorhexidine gluconate: All tinctures of 
chlorhexidine gluconate formulated for use 
as a patient preoperative skin preparation. 

Chlormadinone acetate: All drug products con-
taining chlormadinone acetate. 

Chloroform: All drug products containing 
chloroform. 

Cobalt: All drug products containing cobalt 
salts (except radioactive forms of cobalt 
and its salts and cobalamin and its deriva-
tives). 

Dexfenfluramine hydrochloride: All drug prod-
ucts containing dexfenfluramine hydro-
chloride. 

Diamthazole dihydrochloride: All drug prod-
ucts containing diamthazole 
dihydrochloride. 

Dibromsalan: All drug products containing 
dibromsalan. 

Diethylstilbestrol: All oral and parenteral drug 
products containing 25 milligrams or more 
of diethylstilbestrol per unit dose. 

Dihydrostreptomycin sulfate: All drug products 
containing dihydrostreptomycin sulfate. 

Dipyrone: All drug products containing 
dipyrone. 

Encainide hydrochloride: All drug products 
containing encainide hydrochloride. 

Fenfluramine hydrochloride: All drug products 
containing fenfluramine hydrochloride. 

Flosequinan: All drug products containing 
flosequinan. 

Gelatin: All intravenous drug products con-
taining gelatin. 

Glycerol, iodinated: All drug products con-
taining iodinated glycerol. 

Gonadotropin, chorionic: All drug products 
containing chorionic gonadotropins of ani-
mal origin. 

VerDate Nov<24>2008 09:16 Jun 08, 2009 Jkt 217068 PO 00000 Frm 00170 Fmt 8010 Sfmt 8010 Y:\SGML\217068.XXX 217068



161 

Food and Drug Administration, HHS Pt. 225 

Mepazine: All drug products containing 
mepazine hydrochloride or mepazine ace-
tate. 

Metabromsalan: All drug products containing 
metabromsalan. 

Methamphetamine hydrochloride: All paren-
teral drug products containing meth-
amphetamine hydrochloride. 

Methapyrilene: All drug products containing 
methapyrilene. 

Methopholine: All drug products containing 
methopholine. 

Mibefradil dihydrochloride: All drug products 
containing mibefradil dihydrochloride. 

Nitrofurazone: All drug products containing 
nitrofurazone (except topical drug products 
formulated for dermatalogic application). 

Nomifensine maleate: All drug products con-
taining nomifensine maleate. 

Oxyphenisatin: All drug products containing 
oxyphenisatin. 

Oxyphenisatin acetate: All drug products con-
taining oxyphenisatin acetate. 

Phenacetin: All drug products containing 
phenacetin. 

Phenformin hydrochloride: All drug products 
containing phenformin hydrochloride. 

Pipamazine: All drug products containing 
pipamazine. 

Potassium arsenite: All drug products con-
taining potassium arsenite. 

Potassium chloride: All solid oral dosage form 
drug products containing potassium chlo-
ride that supply 100 milligrams or more of 
potassium per dosage unit (except for con-
trolled-release dosage forms and those 
products formulated for preparation of so-
lution prior to ingestion). 

Povidone: All intravenous drug products con-
taining povidone. 

Reserpine: All oral dosage form drug products 
containing more than 1 milligram of reser-
pine. 

Sparteine sulfate: All drug products con-
taining sparteine sulfate. 

Sulfadimethoxine: All drug products con-
taining sulfadimethoxine. 

Sulfathiazole: All drug products containing 
sulfathiazole (except those formulated for 
vaginal use). 

Suprofen: All drug products containing 
suprofen (except ophthalmic solutions). 

Sweet spirits of nitre: All drug products con-
taining sweet spirits of nitre. 

Temafloxacin hydrochloride: All drug products 
containing temafloxacin. 

Terfenadine: All drug products containing 
terfenadine. 

3,3′,4′,5-tetrachlorosalicylanilide: All drug prod-
ucts containing 3,3′,4′,5-tetrachlorosalicyl-
anilide. 

Tetracycline: All liquid oral drug products 
formulated for pediatric use containing 
tetracycline in a concentration greater 
than 25 milligrams/milliliter. 

Ticrynafen: All drug products containing 
ticrynafen. 

Tribromsalan: All drug products containing 
tribromsalan. 

Trichloroethane: All aerosol drug products in-
tended for inhalation containing trichloro-
ethane. 

Urethane: All drug products containing ure-
thane. 

Vinyl chloride: All aerosol drug products con-
taining vinyl chloride. 

Zirconium: All aerosol drug products con-
taining zirconium. 

Zomepirac sodium: All drug products con-
taining zomepirac sodium. 

PART 225—CURRENT GOOD MAN-
UFACTURING PRACTICE FOR 
MEDICATED FEEDS 

Subpart A—General Provisions 

Sec. 
225.1 Current good manufacturing practice. 
225.10 Personnel. 

Subpart B—Construction and Maintenance 
of Facilities and Equipment 

225.20 Buildings. 
225.30 Equipment. 
225.35 Use of work areas, equipment, and 

storage areas for other manufacturing 
and storage purpose. 

Subpart C—Product Quality Control 

225.42 Components. 
225.58 Laboratory controls. 
225.65 Equipment cleanout procedures. 

Subpart D—Packaging and Labeling 

225.80 Labeling. 

Subpart E—Records and Reports 

225.102 Master record file and production 
records. 

225.110 Distribution records. 
225.115 Complaint files. 

Subpart F—Facilities and Equipment 

225.120 Buildings and grounds. 
225.130 Equipment. 
225.135 Work and storage areas. 

Subpart G—Product Quality Assurance 

225.142 Components. 
225.158 Laboratory assays. 
225.165 Equipment cleanout procedures. 

Subpart H—Labeling 

225.180 Labeling. 
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